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DETAILED ACTION 

1. This Office Action is responsive to the RCE filed 3/5/2007. Claims 1 and 1 1 are 
amended. Claims 1-6 and 10-13 remain pending. 

Claim Rejections - 35 USC § 103 

2. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

Claims 1-2, 5, 10-12 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Sakata et al (US Pub No. 20040215224) in view of Perez et al ((US Pub No. 20020188223). 

3. In regards to Claim 1, Sakata et al disclose a lancing device comprising: 
a housing (2) formed with a "cylindrical member" (20) fl|0063); 

a lancing mechanism (3) operatively attached to the housing (TJ0067); 

a pressure tip, referred to as a "cylindrical member" (8) including an "analysis sensor" 
(4), moveably attached to the housing for engaging a target site and creating a target site bulge 
upon being urged toward the target site, wherein Sakata et al disclose pressing said pressure tip 
against the skin target site, which would contribute to the creation of a target site bulge (^0080, 
0081); 

a trigger mechanism comprising of a "sensor holder" (7B) and "pivot member" (79) for 
detecting a target site bulge of a predetermined height created by the urging of the pressure tip 
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against the target site, wherein the urging of the pressure tip against the target site contributes to 
the creation of said target site bulge, and triggering an immobilization of the pressure tip with 
respect to the housing. Because the pressure tip is defined with the "analysis sensor" (4) and said 
sensor becomes immobilized at a predetermined angle, which depends upon the degree of skin 
bulging, the pressure tip is considered to immobilize as a whole fl[01 10, 01 1 1). Please see 
Figure 19 for a detailed drawing. 

4. However, Sakata et al do not disclose triggering a locked immobilization of the pressure 
tip that includes locked immobilization of longitudinal movement of the pressure tip within the 
housing. Perez et al teach the locked immobilization of a pressure tip (49) that includes locked 
immobilization of longitudinal movement of the pressure tip within the housing (48), best seen in 
Figures 19-20, to effectively form a target site bulge and facilitate bodily fluid retention in the . 
bulge for subsequent lancing and ease of removal (1J0083-0088). Therefore, it would have been 
obvious to one of ordinary skill in the art at the time the invention was made to modify the 
trigger mechanism of Sakata et al to include a locked immobilization of longitudinal movement 
of the pressure tip within the housing occurs, as taught by Perez et al, to further enhance the 
formation of the target site bulge and prevent subsequent change in the target site bulge location 
for effective lancing and subsequent body fluid removal. 

5. In regards to Claim 2, Sakata et al disclose a bias spring (83) for applying a pre-load 
force against the cylindrical member (8) of the pressure tip (Figure 19), as defined above. 

6. In regards to Claim 5, Sakata et al disclose a trigger mechanism including at least one 
locking pawl (7B) and at least one pawl trigger arm (79) wherein the "pivot member" (79) and 
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"sensor holder" (7B), which includes "stopper" (77a), perform a motion-deterring function and 
thus are considered as pawls fifOl 10). 

7. In regards to Claim 10, Sakata et al disclose the trigger mechanism configured to initiate 
lancing by the lancing mechanism once the pressure tip has been immobilized, as described 
previously fl|0082, 0084). 

8. In regards to Claim 11, Sakata et al in combination with Perez et al disclose a method for 
lancing a target site comprising: 

providing a lancing device that includes a housing (2, 20), a lancing mechanism (3) 
operatively attached to the housing, a pressure tip (4, 8 as defined above) moveably attached to 
the housing for engaging a target site and creating a target site bulge upon being urged toward 
the target site as explained in the rejection of Claim 1 above, and a trigger mechanism (7B, 79) 
for detecting a target site bulge of a predetermined height created by the urging of the pressure 
tip against the target site as previously detailed and thereafter, triggering a locked immobilization 
of the pressure tip with respect to the housing that includes locked immobilization of longitudinal 
movement of the pressure tip within the housing as elaborated in the above rejection of Claim 1, 
thereby preventing a subsequent change in target site bulge location relative to said housing; 

contacting the pressure tip with the target site flJ0080); 

urging the pressure tip towards the target site, thereby creating target site bulge fl|0081) 
that is detected by the trigger mechanism (7B, 79) and triggering the locked immobilization of 
the pressure tip with respect to the housing, as described above fl[01 10, 01 1 1); 

lancing the target site bulge with the lancet mechanism fl|0082, 0084). 
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9. In regards to Claim 12, Sakata et al disclose the target site as a dermal tissue target site, 
skin S (H0080). 

10. In regards to Claim 13, Sakata et al disclose providing a lancing device that includes a 
bias spring (83) for applying a pre-load force against the cylindrical member (8) of the pressure 
tip, as explained previously (Figure 19). 



11. Claims 3,4 are rejected under 35 U.S.C. 103(a) as being unpatentable over Sakata et al in 
view of Perez et al, further in view of Schmelzeisen-Redeker et al (US Pat No. 6589260). 

12. Sakata et al disclose a spring (83) to apply a pre-load force against the pressure tip but do 
not specify the specific strength of the spring. Schmelzeisen-Redeker et al disclose a lancing 
device with a spring that supplies a force of 10-15 N to optimally control the pressing force 
needed to operate the lancet (Col. 7 line 58-65, Col. 8 line 26-30). Therefore, it would have 
obvious to one of ordinary skill in the art at the time the invention was made to modify the spring 
disclosed by Sakata et al as modified by Perez et al to provide a force within the ranges of 3-13 
N and 9-10 N, as taught by Schmelzeisen-Redeker et al, to provide a sufficient amount of force 
to operate the lancing device, including that necessary to create a desired target site bulge. 

13. Claim 6 is rejected under 35 U.S.C. 103(a) as being unpatentable over Sakata et al in 
view of Perez et al, further in view of Shraga (US Pub No. 2005/0038465). 

14. Sakata et al disclose a locking pawl (7B) with stopper (77a) but do not disclose the pawl 
having multiple ratchet teeth. Sakata et al also do not disclose the pressure tip having ratchet 
teeth, wherein the pressure tip is defined to include "analysis sensor" (4), which is attached to 
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"pivot member" (79), therefore constituting pivot member as a part of the pressure tip (Figure 
19). Shraga discloses a lancet device that uses ratchet teeth to engage pawls as an effective 
method to maintain the depth setting, shown in Figures 47-50 fl|0124 and 0125). Therefore, it 
would have obvious to one of ordinary skill in the art at the time the invention was made to 
modify the locking pawl (7B) and the pivot member (79) of the pressure tip, as disclosed by 
Sakata et al as modified by Perez et al, to both include multiple ratchet teeth as further taught by 
Shraga, to enhance the immobilization mechanism disclosed by providing a more fitted 
engagement of the stopper (77a) of the locking pawl (7B) against the pivot member (79) of the 
pressure tip during immobilization to create a superior trigger mechanism. 

Response to Arguments 
15. Applicant's arguments with respect to Claims 1-6 and 10-13 have been considered but are 
moot in view of the new ground(s) of rejection. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Helen Nguyen whose telephone number is 571-272-8340. The 
examiner can normally be reached on Monday - Friday, 8 am - 5 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Max Hindenburg can be reached on 571-272-4726. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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